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REMARKS/ARGUMENTS 

Requirement for Restriction and Election of Species 

The Office Action has set forth a restriction requirement. Applicants elect, with 
traverse, the claims of Group n (claims 1-10, 13-20, and 21). As such, claims 1 1, 12, and 22- 
41 are withdrawn. Applicants understand that claims 1-10 and 21 link the claims of Groups I 
and IL Thus, upon allowance of the linking claims, the restriction requirement as to the 
linked inventions will be withdrawn, and any claims depending from or otherwise requiring 
all of the limitations of the allowable linking claims will be rejoined and examined. 

The Office Action also has set forth an election of species requirement. Applicants 
elect, with traverse, protective antigen as the exotoxin, and a lysosome pathway as the 
subcellular sorting pathway. Claims 1-10 and 13-21 read on the elected species. Upon 
allowance of a generic claim, Applicants understand that the Patent Office will consider the 
other claimed species. 

Reconsideration of the requirements for restriction and election is respectfully 
requested for the reasons discussed below. 

Discussion of the Restriction Requirement 

There are two separate criteria for a proper requirement for restriction between 
patentably distinct inventions: (i) the inventions must be independent or distinct as claimed, 
and (ii) there must be a serious burden on the Examiner if restriction is not required. Both of 
these criteria must exist for a restriction requirement to be proper, and "[i]f the search and 
examination of an entire application can be made without serious burden, the examiner must 
examine it on the merits, even though it includes claims to distinct or independent 
inventions" (M.P.E.P. § 803). 

Here, the Office Action does not indicate, let alone establish, that there would be a 
"serious burden" on the Examiner to examine all of the groups of claims at the same time. 
The fact groups of claims may be drawn to distinct or independent inventions, as the Office 
Action alleges, does not necessarily mean that examining the groups of claims concurrently 
would place a "serious burden" on the Examiner. Applicants respectfully submit that the 
restriction requirement as between claims of Groups I, II, m, and IV is improper because the 
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nature of the claims is such that any burden encountered in searching the groups together 
would, at most, be slight (and certainly not "serious"). In this regard, independent claim 1 is 
common to both Groups I and II, and the claims of Groups III and IV are directed to methods 
of using a gene transfer vector identical to that described in claim 1. Thus, if the composition 
claims of elected Group I (and Group II once the claims are rejoined) are determined to be 
patentable, the use thereof must be novel and unobvious (i.e., the subject matter of the claims 
of Group HI, and IV, respectively). As such, any search and consideration of the claimed 
subject matter of Group I will necessarily overlap the search and consideration of the claimed 
subject matter of Groups II-IV. 

Accordingly, there would appear to be sufficient similarity between the claims of 
Groups I-IV to allow for the search and examination of the subject matter of claims 1-41 at 
the same time without a "serious burden" being placed on the Examiner. Applicants, 
therefore, respectfully request withdrawal of the Restriction Requirement, and respectfully 
submit that the claims of Groups I-IV should be examined together. 

Discussion of the Election of Species Requirement 

The Office Action's requirement for election of species is not well founded. While 
the Office Action alleges that claims 2 and 23 and claims 7 and 28 recite patentably distinct 
species, Applicants submit that, even if the claims are directed to independent and distinct 
species, it would not be unduly burdensome to search all of the alleged species together. In 
this respect, a search of the invention wherein the gene transfer vector encodes an 
immunogenic portion of one or more Bacillus anthracis exotoxins likely would identify art 
disclosing all of the A anthracis exotoxins (i.e., protective antigen (PA), edema factor (EF), 
and lethal factor (LF)). Similarly, a search of the invention wherein the gene transfer vector 
comprises a heterologous sorting signal that directs the exotoxin to a subcellular sorting 
pathway likely would identify art disclosing numerous such pathways, including extracellular 
pathways, cytoplasmic pathways, cell membrane pathways, lysosome pathways, endoplasmic 
reticulum pathways, and degradative pathways. 

Accordingly, the examination of the species set forth in the Office Action would 
involve overlapping searches and certainly would not be unduly burdensome. In the absence 
of such a "serious burden," the election of species requirement is improper even if the alleged 

Page 3 of 4 

PAGE 6/7 1 RCVD AT 4/24/2006 3:37:56 PM [Eastern DaySght Time] 1 SVRiUSPTO^FXRF-6/28 * DffiS;2738300 fe CSID:312 616 5700 1 DURATION (mm-$s):01-50 



APR. 24. 2006 2:39PM LVM 312 616 5700" 



NO. 0846 — P. 7' 



Application No. 10/649,457 Rep l y t0 office Action 



species are patentably distinct. Applicants, therefore, respectfully request withdrawal of the 
election of species requirement. 



Conclusion 

Applicants respectfully submit that the patent application is in condition for 
allowance. If, in the opinion of the Examiner, a telephone conference would expedite the 
prosecution of the subject application, the Examiner is invited to call the undersigned agent. 

Respectfully submitted, 



Melissa E. Kolom, Reg. No. 51,860 
LEYDIG, VOIT & MAYER, LTD. 
Two Prudential Plaza, Suite 4900 
180 North Stetson Avenue 
Chicago, Illinois 60601 -6780 
(312) 616-5600 (telephone) 
(312) 616-5700 (facsimile) 

Date: April 24, 2006 
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